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§ 895.22 Submission of data and infor-
mation by the manufacturer, dis-
tributor, or importer. 

(a) A manufacturer, distributor, or 
importer of a device may be required to 
submit to the Food and Drug Adminis-
tration all relevant and available data 
and information to enable the Commis-
sioner to determine whether the device 
presents substantial deception, unrea-
sonable and substantial risk of illness 
or injury, or unreasonable, direct, and 
substantial danger to the health of in-
dividuals. The data and information re-
quired by the Commissioner may in-
clude scientific or test data, reports, 
records, or other information, includ-
ing data and information on whether 
the device is safe and effective for its 
intended use or when used as directed, 
whether the device performs according 
to the claims made for the device, and 
information on adulteration or mis-
branding. Any relevant information 
that is voluntarily submitted will also 
be reviewed. 

(b) A manufacturer, distributor, or 
importer of a device required to submit 
data and information as provided in 
paragraph (a) of this section will be no-
tified in writing by the Food and Drug 
Administration that such data and in-
formation shall be submitted. The 
written notification will advise the 
manufacturer, distributor, or importer 
of the device that the purpose for the 
request is to enable the Commissioner 
to determine whether any of the condi-
tions listed in paragraph (a) of this sec-
tion or § 895.30(a)(1) exists with respect 
to the device such that a proceeding 
should be initiated to make the device 
a banned device. When the required 
data and information can be identified 
by the Food and Drug Administration 
at the time of the notification, the 
agency will provide such identification 
to the manufacturer, distributor, or 
importer of the device. 

(c) The required data and informa-
tion shall be submitted to the Food and 
Drug Administration no more than 30 
days after the date of receipt of the re-
quest, unless the Commissioner deter-
mines that the data and information 
shall be submitted by some other date 
and so informs the manufacturer, dis-
tributor, or importer, in which case the 
data and information shall be sub-

mitted on the date specified by the 
Commissioner. 

(d) If the data or information sub-
mitted to the Food and Drug Adminis-
tration is sufficient to persuade the 
Commissioner that the deception or 
risk of illness or injury or the danger 
to the health of individuals presented 
by a device could be corrected or elimi-
nated by labeling or change in labeling, 
or change in advertising if the device is 
a restricted device, the Commissioner 
will proceed in accordance with § 895.25. 

(e) If the data or information sub-
mitted to the Food and Drug Adminis-
tration is insufficient to show that the 
device does not present a substantial 
deception or an unreasonable and sub-
stantial risk of illness or injury, or an 
unreasonable, direct, and substantial 
danger to the health of individuals, or 
if the manufacturer, distributor, or im-
porter fails to submit the required in-
formation, the Commissioner may rely 
upon this insufficiency or failure to 
submit the required information in 
considering whether to initiate a pro-
ceeding to make the device a banned 
device under § 895.21(d) and, when ap-
propriate, to establish a special effec-
tive date in accordance with § 895.30. 
The Commissioner may also initiate 
other regulatory action as provided in 
the act or this chapter. 

§ 895.25 Labeling. 
(a) If the Commissioner determines 

that the substantial deception or un-
reasonable and substantial risk of ill-
ness or injury or the unreasonable, di-
rect, and substantial danger to the 
health of individuals presented by a de-
vice can be corrected or eliminated by 
labeling or a change in labeling, or 
change in advertising if the device is a 
restricted device, the Commissioner 
will provide written notice to the man-
ufacturer, distributor, importer, or any 
other person(s) responsible for the la-
beling or advertising of the device 
specifying: 

(1) The deception or risk of illness or 
injury or the danger to the health of 
individuals, 

(2) The labeling or change in label-
ing, or change in advertising if the de-
vice is a restricted device, necessary to 
correct the deception or eliminate or 
reduce such risk or danger, and 
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